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Side-by-Side Comparison 
Reference Drug Roduct Package Insert 

Y36dIO2-361 
Package Insert 

TrophAmine” 
(Amino Acid Injections) 
Protect ftm light until use. 

Tro@mine(6?4andlt.I%h1hoAdd~)wS~. 
nonpymgenk.hypsrtanlcaoMloasomwnLlocryrtdfkw~rdds. 

MhlOrddsddg&dtBP~ttWY=kCNtWWlththOCQXPtlonof 
citfdoausP.whtohdoaanoIhawnkomar. 

Each1OOmLamtatns: 

m’wirlrldr 1m 
lsoso~m&ss’: ............ _ ............ *. ..... . ._ .. -......... .. a& 0.62 g 

.. . . . -.-...-...-- . .. . ...................... . . o.a4 g 1.4 g 
Lysd.. . . .- ......................... ..-....... - ---. ... o.a2 g 

(addedaLysnaAcetamLt6P .............................. 
t.; gg 

1.2 tt) 
M8thiiine USP .................................. _..... .I.. ..... . . 020 0 0.34 g 
Phsnytalantm U6P .... . .... l.-..._............ ... -. . . ._ .. 
TtwKmineusP .... . ........... ..+ ................................... 

E ; 0.48 g 
0.42 g 

Tryptophan USP ̂ . ................... I ... . ........ . . ............ 0.12 g 020 g 
valina USP ......... I.. ........... ..^ .. . ... ..- ...................... 0.47 g 0.78 g 
Cystaina ................................................................. Co.014 g do16 g 

(as cysblna Ncl4&0 USP .... . . ̂  .. . .... I.. .............. dw2o g 
WiS’udine USP ......................................... ,*... .......... 0.29 4 

$54 ;’ 

Tyrostm’ ..................... . .... - ..... . .. . Me..... ............... 0.14 g 0.24 !j 
(addedasTyro&rn IBP .._..II._..... .. . . . .. . . . . .. a0440 0.044 g 

and N-htyl-L-Tyrosin.. .................................. 0.12 g 0.24 g) 

Black box warning 
‘pharmacy Bulk Package Not 
for Direct Infusion” is 
included per Baxter standard 
practice for pharmacy bulk 
package labeling. 

“Rx only” has replaced 
“Caution Federal (USA) law 
prohibits dispensing without 
prescriptiOn”. 

The st&ement ‘Trotect from 
light until immediately prior 
touse”isinchIdedonthelast 
page of the propose4l product 
package insert. The statement 
does not require the same 
prominence of the reference 
drug product labeling 
b==~eproposedprod~ 
is in a foil overpouch which 
provides a light barrier. 

some information has been 
reformatted consistent with 
Baxter stdani practice (e.g., 
order of amino acids, 
inclusion of amino acid 
molecular formulas, etc.). 

All other text is identical in 
content to the reference 
labeling with the exception of 
product name, manufacturer, 
and container information. 

honosed Dru Product Packaee Insert 
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Refmence Drup prnduct Packape Insert 

--Yy 
bJanbwlJ5P ................... . ......... - ....................... 0.33 a o.rA a 
konk*usP” .... . “.” ..- - ................. _. ......... ~..I .. 
Pldlm USP.. .... ̂  I . ...“. .... ..- - ..... ” ..a.* ........... _...^. 

0.l.f : A:‘.& : 

SwiMusP ...... ..~...._.......~". . ..* ......... "". ....... ..- ... 023 a 0.38 0 
e#mUSP.. ...................................... I ..... ..- ... ̂ . 0.32 0 
L-#spmliewb ...................... ..~..-.........-.- ......... RIO 0 

;g : 

L-GMamk kia . . ...... . ...... . .............. "...........". ... . 0.30 a as0 0 

TalJrins" ...............  ̂........................................ . 0.0150 0.025 0 
-thwdbw(~~m0ddmt~. .......... a500 4.50 a 
w*lmIn(rclmusP ................................. . . .̂  ... 0s c 

ptlld*Ad*(h6kcklAcdkkkiusp 
phi: 5.5 (5.0.6 0) 
WC. oslmklilY onosmMw ) ..........I.._ 
,md &lthvJ kidr @rams&I) . 

.......................................... sg g 

Tanl Nnwgen (gramsmln) ................ .._ ................ 9.3 15.5 
PIcah riQIJmem ((rati) .............................. P 87 

Side-by-Side Comparison 
Proposed Drm? Product Packape Insert 

Use of the Viaflex@ 
plastic packaging system 
obviates the need for 
sodium metabisulfite in 
the proposed product 

Per Baxter standard, 
Water for Injection and 
Protein Equivalent values 
are not listed. Exclusion 
of Water for Injection on 
package insert is 
consistent with 21 CFR 
$201.1G-o. 

Values for total amino 
acids, total nitmgen and 
chloride are calculated for 
the proposed products. 

Osmolarity and acetate 
values differ because the 
amount of glacial acetic 
acid used to adjust pH is 
different betwea the 
reference and proposed 
products. 

There is no sodium in the 
proposed product because 
it does not contain 
sodium mdabisulfite. 

All other text is identical 
in content to the reference 
product package insert 
with the exception of 
product name. 

,- 

0 
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Side-by-Side Comparison 

The warning “This 
injection is for 
cornpounding only, not 
for direct infusion” is 
included per Baxter 
standard practice for 
P-CY~* 
package labeling. 

All other text is 
identical in content to 
the reference product 
package insert with the 
exception of product 
name. 
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Reference Dnm hduct Puckape Insert 
Side-by-Side Comparison 

All text is identical in 
content to the reference 
product package insert 
with the exception of 
product name and 
information related to 
sodium metabisulfite 
which is not present in 
the proposed product 



Side-by-Side Comparison 

All text is identical in 
content to the reference 
product package insert 
with the exception of 
product name aud 
exclusion of reference 
to vacuum in the 
sentence “Use only if 
solution is clear, the 
seal unbroken, and 
vacuum is present”. 
The presence of a 
vacuum is applicable 
to products in glass 
container systems. 

Reposed Drug Boduct Package Insert 
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Side-by-Side Comparison 
Reference Drug Product Package Insert 

The statement 
“Administration time 
for a single bottle and 
set should never 
exceed 24 hours” is not 
applicable. The 
proposed drug product 
is a Phanuacy Bulk 
Package to be used in 
Pharmacy 
compounding only. 

All other text is 
identical in content to 
the reference product 
package insert with the 
exception of product 
name. 

Proposed Drug Product Package Insert 
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Reference Drug product Package Insert 

Side-by-Side Cornpal 

Reference to McGaw 
50% or 70% Dextrose, 
USP has been replaced 
with reference to 
generic 50% or 70% 
Dextrose, USP. 

All other text is 
identical in content to 
the reference product 
package insert with the 
exception of product 
name. 

on 
Proposed Drug Boduct Package Insert 
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Side-by-Side Comparison 
Reference L&rug Product Package Insert 

~~~Mypertonicmlxtumsofamlnoacidsand 
dextrosa may be safek adminkbred try contbuous bfusbn through a 
central wnous catheter with the tip bwted in the superior vena cava. 
lnltkt lnfusbn rates should be sbw. and gradusffy lncraased to the 
recommended Mt-125 mL per kilogram tbdy rvsl@t per day. If 
admhktratimn rate shoutd fafl trehbd schedule. no attempt to “catch up” 
to planned intake should he made. In addition to mwtfng protein needs, 
the rate of adminktratibn. particularly durhtg the first few days of therapy, 
k govemed by the patient’s glucose tobrance. Daily btake of amlno acids 
and dextrose should he increased graduatty to the maxfmum required 
dose as indicated try frsqunt detsrmlnattons of plucosa levels In blood 
and urlna. 

~~~.ForpatbntsInwt~omthecentralvenoos 
route is not indicated and who can consume adequate calories enterally. 
TrophAmine may he administered by perfpheral vein wfth or without 
paranteral carbohydrate calorfes. Such bfusates can ba prepared hy 
difutbn with McGaw’s Sterile Water for Injectbn or 5X-10% Dextrose 
Injectiin to prepare isotonic or sltthtty hyoertontc sobtbm for peripheral 
infusion. lt Is essentkf that peripheral bfusbn he accompanbd by 
adequate caloric intake. 

Pamnteral drug products dmutd be Inspected vkually for pattbulate 
matter and dkcobratbn prior to admbktratbn, whenever sobtbn and 
container permit. 

TrophAmbe may be admixed wltfr sobtlons wfdch amtafn phosphate or 
which have heen supplemented with phosphate. The pressnca of catcium 
and magnesbm bm In an add&e sobtbn should be considered when 
phosphate is ako present. in order to avoid preclpftatbn. 

Cam must he taken to avoid lncompatbk admixtures. Consult wfth 
pharmackt. 

Reference to McGaw 
Sterile Water for 
Injection or 510% 
Dextrose Injection has 
been replaced with 
reference to generic 
Sterile Water for 
Injection or 5-10% 
Dextrose Injection. 

All other text is 
identical in content to 
the reference product 
package insert with the 
exception of product 
name and container 
information (e.g., 
“Directions for use of 
Viafiex@ plastic 
Pharmacy Bulk 
Package container”). 
Some text has been 
reformatted consistent 
with Baxter standard 
pmCtiCe. 

hmosed D~UQ Product PackaPe Insert 
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Reference Drag Boduct Package Insert 

How SUPWED 
TrophAmMksup#adsWfkand~ kt 500 mL glass 
wnlahmm with solhi stoppers. 

fwc -wt. k. -WC- 

TmvhAmhef~t6~ys?pd WdbN 
_ - s9361-ss 12 

Exposure of pharmaceutical products to haat should be mfnimized. Avoid 
excessive heat. Protect from freezlnp. it k recommended that the product 
be stored at room temperature (25%); however, brkf exposure up to 
WC does not adverwfy affect the product. 

Protect from light until use. 

Ontim fMeral (U.S.A.) taw pwbfb&s dlspenstna wftfwut prescriptiion. 

Revised: Febtualy 1996 
U.S. Patent No. 4491.569 

Side-by-Side Comparison 

“Rx only” replaced 
“Caution: Federal 
(USA) law prohibits 
dispensing without 
prescription” and is 
located on the first 
page of the proposed 
product insert. 

All other text is 
identical in content to 
the reference product 
package insert with the 
exception of 
manufacturer, product 
name, code numbers, 
NDC numbers and 
statements regarding 
use of the container. 

Proposed Drug fioduct Package Insert 

tiaoal- 1OOOd 2ooad 
6% 280011 

Noca336-113143 
to% 

ifJiEL113o.w 
260010 
NDC0338113006 

~ofPhmpfanialPodudstohutshootdbemkirr&d.AvoMex&veheat. 
bIedtmmtncdng.lk- ‘me pmdwl be shred d room tempenbn (25w7T). 
~ar~oarnupto40’U1W*Fdoesnolldvcrselyafkdmeprodud. 

~fnwn@htWifbnme&ktyfwbrbuse. 

~not~CUG8erfmmmtwowhuntilmbytouse. 

Dowtuselfovmmctlhasbeulprevkuslyopmedorda~ 

6eatuNsduumCaponUon 
Clbtec Ntddiin Divkbn 
Deufii IL 60015 USA 
PrhbdhUSh 
CCopytight 2000.6axbr liealthcafe bfpontion. M ri$Us feserwd. 
07-1300443 
In. April 2ow 
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Reference Drup Induct Pa&we Insert 

2 
c 
c 

r) 

tntuthevraolthetQtlb.kJjedwyslKhtmttb. . . 

3.TommwatheouterdosufulHtthat8artab 
sndpu#ll&wef.anddownlmtnlttsbekwttm 
stower(GmFtowe1).Uwrdmubrputikw 
motbnmttmtiu#ttbaway. 

4.61q~andmmovethametaldtsk.arrddng 
cJutimnottotouchthesteriblatexdtsk 
underneath. 

torvacuumbymntirmingthepresenmot 
k@WSblBhl~tSt~X~,WldChShWldBO 
hrM tightty OWN stopper (See Figure 2). tt tlu 
latexdiskkpunedordeprabmaprsssiomcunolk 
wen.thevacuumhasdiiedamtth8 
bottksholddberejtxM.theetertbtatexdkk 
provkYesrsurhcsforaseptic~ 
&hliipriortoadminmmtion. 

me whmbacuumts-lortheusedtheproduct(- 
A3ttOllOrburr;fp.EtC.)dWIrtaxdiS&ShOUtdbObtlkl~Ulltil~ 
addalmortmnstersammnl~. 

Wdtatbnaddttbnortmnslw3sho&llmm&tmmMhW~ 
txposktg the sterile latex disk. identify thfm @mssbns b tim latan 
diskprhwtoaddt~nMd!uW (SW Rgure 2): a triangutar rnbatim 
stte,on8targaroundoutbtpo&andonrsnuttrirClstlingwfl. 

Side-by-Side Comparison 
&oDosed Drup Product Packape Insert 

7-he proposed 
product’s “Directions 
for Use of Viaflex@ 
Plastic Pharmacy Bulk 
Package Container” are 
Iocated inme&ately 
prior to the “How 
Supplied” section. 
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Reference Drug Product Package Insert 

2.--mswm~~ throughtha~nguiar(V) 
(SW Figure 3). l.h.glll~~ 
Hutonutiolly 
ryrinosWspikedtilkltOmS-.~ 
additiowlransfer Wal mduca tha vacuum 
wMla~klnwboms. 

3.Rsmmthalataxdiskprbrbinsdng 
admin&at!un set. To mmow ttm latax disk. 
QmpthGlipOlmCdiSk.lilt#ldpUliUprnd 
my(seeFigllm4).Asmediskhnfted,and 
it no xkiiiims hsw bwn ma&. vacuum can 
beccaAmwdbyanaudiblehks. 

4.RtdertoDlnxtiitorUsadthaaatbdng~ 
lnsertttwsetspikeintothalargeroundoudet 
purtotthsstopgcrandha~cuntainar. 

1. Spiktng. addttiins or Iranstars shwid be ma& hnmadMy atter 
0xoosino the stsrite sloooar surtxe, chrdr lor vacuum at ttrat ormctun 
othop&r. Admixture t+ nsadts or sy7tngr 
should be made through tha triangukr (V) 
medication 6na; contants SJKndd be drawn by 
vacuum into the bottb. Mmbdurs by spiksd 
utal should be throu@b ths outt8t porl (Sea 
Fwura 5). lt cantants ut inttial addition are nut 
drawn Into the battts. vacuum is not PM@ 
and the unit should be discardad. Each 
addnbnRransler will raduca the vacuum 
remaining In tha bottla. 

tha spike My into ths outlet porl ot ths stopper and promptly imwl ths 
bottle. Vsritv vacuum bv obsswina risino air bubblas. Do not usa ths 
botM It v-Gum is not &ent R&r to &actions for Usa ot air-inlattii 
admlnistration set to ba used. 

3. It admbdun or set inserlii is not portonnad immadiataty Mowing 
nmoval ot protactiva metal disk, smb stopper surtaca. 

Side-by-Side Comparison 
?hDOSed Drug Product Packapo TM& 

Continuation of 
McGaw’s “Directions 
for Use of Glass 
Containers.” 


